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Abstract 

Aim: Knowledge, attitude and practice of pharmacovigilance among medical students. Methods: 
A cross-sectional questionnaire study was conducted in the Department of Pharmacology 
Darbhanga Medical College , Darbhanga Bihar India for 1 year (1 September 2020 — 31 August 
2021). The total number of students in the study was 100. The study participants were 2nd year 
MBBS students. Total 20 questions were given to the students and they were given one day to fill 
the answers in the questionnaire. Results: 94% students gave correct definition of 
pharmacovigilance. 45% students were aware that the most important purpose of 
pharmacovigilance is to identify safety of the drug. 95% students were having knowledge about 
existing National pharmacovigilance programme of India. Only 22% were aware about regulatory 
body responsible for monitoring ADRs in India, i.e. central drugs standard control organization 
(CDSCO). 96% gave correct answer of side effect occurring during pregnancy as teratogenicity. 
Total 46% students said that reporting ADR is professional obligation for them. 98% said that 
reporting ADR is necessary.95% said that Pharmacovigilance should be taught in detail to 
healthcare professionals. Only 37% students were agreeing about having Pharmacovigilance 
center in every hospital. Among students, 42% have read article on prevention of ADR. 25% have 
experienced ADR in patients during their clinical posting. 22% reported ADR to 
Pharmacovigilance center. 98% have seen ADR form. 95% have been trained on how to report 
ADR (Table 3). Conclusion: The students gave correct answer of knowledge-based questions. So, 
knowledge of pharmacovigilance is gradually improving. The study will bring awareness among 
students towards pharmacovigilance and help them in monitoring adverse drug effects. 
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Introduction: 


Drug therapy is an integral part of the medical 
management. It has many beneficial effects, 
but side-effects and adverse drug reactions 
(ADRs) are some of its major disadvantages. 
ADR is defined by World Health Organization 
(WHO) as “a response to a drug that is noxious 
and unintended, and which occurs at doses 
normally used in man for prophylaxis, 
diagnosis or therapy of disease or for the 
modification of physiological function” .[1] 
ADR is responsible for significant morbidity 
and mortality; it is fourth to sixth leading cause 
of death in USA.[2] Studies suggested that 
ADR is responsible for 0.2-24% of hospital 
admission.[3,4] ADR also has a significant 
impact on health care cost.[5] 
Pharmacovigilance is defined by WHO as “the 
science and activities relating to the detection, 
understanding, and prevention of adverse 
effects or any other drug-related problems”.[6] 
To promote drug safety WHO started Program 
for International Drug Monitoring in 1961 and 
subsequent to that it promoted 
pharmacovigilance program at country level in 
collaboration with Center for International 
Drug Monitoring, Uppsala.[7] 


To detect and spontaneously report ADR and 
to ensure drug safety, National 
Pharmacovigilance Program was initiated in 
India in the year 2004.[8] It is now renamed as 
Pharmacovigilance Program of India and 
operational since July 2010 under the aegis of 
Central Drug Standard Control 
Organization.[9] 


The Uppsala Monitoring Centre (UMC), 
Sweden maintains the international database of 
ADR report received from different countries. 
India is an active participant in this program 
and its contribution to UMC database has rose 
from 0.5% in 2012 to 2% in 2013 making it 
seventh largest contributor of UMC drug 
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safety database.[10] Although it has shown 
some improvement, but still lot is required to 
be done to increase the spontaneous reporting. 
Spontaneous reporting of ADR by health care 
professionals is backbone of 
pharmacovigilance program, but under 
reporting of ADR is still prevalent and is the 
cause of concern. Study showed that only 6- 
10% of all ADR cases are reported. Health care 
professional has a major role in 
pharmacovigilance program.[11] ADR 
reporting does not currently appear to be 
considered part of routine professional practice 
by health care professionals. This is essentially 
due to the absence of a vibrant and active ADR 
monitoring system and also lack of a reporting 
culture among health care professionals.[12- 
14] Medical students could play a major role 
and bring a paradigm shift in successful 
implementation of pharmacovigilance 
program if adequate knowledge and skill are 
imparted to them during undergraduate 
training career, but at present they don’t have 
any significant role which is due to inadequate 
training to them regarding ADR reporting.[15- 
16] Very few studies are there to assess the 
knowledge, attitude, and practice (KAP) of 
pharmacovigilance among undergraduate 
medical students. Hence, this study has been 
done to assess of KAP among medical students 
about same and to compare the result among 
different groups according to year of study. 


Materials and Methods 


A cross-sectional questionnaire study was 
conducted in the Department of Pharmacology 
Darbhanga medical college, Darbhanga Bihar, 
India for 1 year (1 September 2020 - 31 
August 2021) after taking the approval of the 
protocol review committee and institutional 
ethics committee. 


Methodology 
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The total number of students included in the 
study was 100. The study participants were 
2nd year MBBS students. Total 20 questions 
were given to the students and they were given 
one day to fill the answers in the questionnaire. 
Among 20 questions, 10 were based on 
knowledge, 4 were based on attitude and 5 
were based on practice. One question was 
asked to determine the reasons for 
underreporting. These Questions were 
designed based on earlier studies for assessing 
KAP of ADR reporting.[17-20] 


Knowledge 


94% students gave correct definition of 
pharmacovigilance. 45% students were aware 
that the most important purpose of 
pharmacovigilance is to identify safety of the 
drug. 95% students were having knowledge 
about existing National pharmacovigilance 
programme of India. Only 22% were aware 
about regulatory body responsible for 
monitoring ADRs in India, i.e. central drugs 
standard control organization (CDSCO). 96% 
gave correct answer of side effect occurring 


Results during pregnancy as teratogenicity. (Table 1). 
Table 1: Knowledge based questions. 
Questions Correct Incorrect 
(%) (%) 
Define Pharmacovigilance. 94 6 
The most important purpose of Pharmacovigilance is. 45 55 
The health care professionals for reporting ADR in hospital are. 50 50 
Do you know about existence of Pharmacovigilance program of India? | 95 5 
In India which regulatory body is responsible for monitoring ADRs? 22 78 
Where is international center of Pharmacovigilance located? 94 6 
Side effect occurring during pregnancy is called. 96 4 
Rare ADR can be identified in which phase of Clinical Trial. 27 73 
Where is National Pharmacovigilance center in India? 88 12 
Is there any Pharmacovigilance Committee in your Institute? 98 2 


Attitude 


Total 46% students said that reporting ADR is 
professional obligation for them. 98% said that 
reporting ADR is necessary.95% said that 
Pharmacovigilance should be taught in detail 
to healthcare professionals. Only 37% students 
were agreeing about having 
Pharmacovigilance center in every hospital 
(Table 2). 
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Practice 


Among students, 42% have read article on 
prevention of ADR. 25% have experienced 
ADR in patients during their clinical posting. 
22% reported ADR to Pharmacovigilance 
center. 98% have seen ADR form. 95% have 
been trained on how to report ADR (Table 3) 
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Table 2: Attitude based questions. 


; Correct Incorrect 
Questions (%) (%) 
Do you think ADR reporting is professional obligation for you? 46 54 
Do you think reporting of ADR is necessary? 98 2 
Do you think Pharmacovigilance should be taught in detail to healthcare 95 5 


professionals? 


What is your opinion about establishing ADR monitoring center in every 


hospital? H p3 
Table 3: Practice based questions. 

i Yes No 
Questions (%) (%) 
Have you read article on prevention of ADR? 42 58 
Have you ever experienced ADR in patients during your clinical posting? 25 75 
Have you ever reported ADR to Pharmacovigilance center? 22 78 
Have you ever seen ADR form? 98 2 
Have you ever been trained on how to report ADR? 95 5 


Discussion 


Table 4 shows comparison of knowledge and 
attitude- based questions with different studies. 
In our study, 94% students gave correct 
definition of pharmacovigilance. In a study 
conducted by Gupta et al this number was 
62.5%.20 10 In our study, 98% students said 
that reporting of ADR is necessary. This was 
comparable by the study conducted by Gupta 
et al where correct answer was 96%. In our 


Pharmacovigilance should be taught in detail 
to healthcare professionals. Similar response 
was obtained in the study conducted by Gupta 
et al, where the number was 92.1%. In our 
study, 88% gave correct location of 
pharmacovigilance center in India. In a study 
conducted by Meher et al only 34% gave 
correct answer about location of 
Pharmacovigilance center. Table 5 shows 
comparison of practice-based questions with 


study, 95% students responded 


that 


different studies.[21,22] 


Table 4: Comparison with results of other studies: knowledge and attitude-based 
questions.[20-22] 


Questions Our study | Gupta et | Meher et | Pimpalkhute 
(%) al?°(%) al? (%) | etal” (%) 

Define pharmacovigilance 94 62.4 41 67.85 

Where is national pharmacovigilance | 88 - 34 - 

center in India? 

Do you know about existence of | 94 75.2 - 38.4 

pharmacovigilance program of 

India? 

The healthcare professionals for | 50 - 40 - 

reporting ADR in hospital are. 

Do you think ADR reporting is | 46 69.3 23 35.2 

professional obligation for you? 
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should be taught in detail to 
healthcare professionals? 


Do you think reporting of ADR is | 98 97 59 
necessary? 
Do you think Pharmacovigilance | 97 92.1 - 


Table 5: Comparison with results of other studies: practice-based questions.?®?3:24 


Our study has several limitations including 
comprehensive and appropriate questionnaire 
adapted to Indian scenario, cross-sectional 
small sample size without randomization. 


Conclusion 


In our study most of the students gave correct 
answer of knowledge-based questions. So, 
knowledge of pharmacovigilance is gradually 
improving. The study will bring awareness 
among students towards Pharmacovigilance 
and help them in monitoring adverse drug 
effects. 


References 


1. International drug monitoring: The role of 
national centres. Report of a WHO 
meeting. World Health Organ Tech Rep 
Ser 1972;498:1-25. 

2. Lazarou J, Pomeranz BH, Corey PN. 
Incidence of adverse drug reactions in 
hospitalized patients: A meta-analysis of 
prospective studies. JAMA 
1998;279:1200-5. 

3. Einarson TR. Drug-related hospital 
admissions. Ann Pharmacother 
1993;27:832-40. 

4. Ramesh M, Pandit J, Parthasarathi G. 
Adverse drug reactions in a south Indian 
hospital — their severity and cost involved. 


Verma et al. 


Questions Our study | Gupta et | Muraraiah | Desai et 
(%) al? (%) | etal(%) _ | al?4(%) 

Have you ever experienced ADR in | 27 64.4 85 60 

patients during your clinical posting? 

Have you ever reported ADR to | 22 22.8 15 12.4 

Pharmacovigilance center? 

Have you ever been trained on how to | 95 53.5 - - 

report ADR? 


10. 


Pharmacoepidemiol Drug Saf 2003;12: 
687-92. 

Rodríguez-Monguió R, Otero MJ, Rovira 
J. Assessing the economic impact of 
adverse drug effects. Pharmacoeconomics 
2003;21:623-50. 

The Importance of Pharmacovigilance. 
Safety Monitoring of Medicinal Products. 
World Health Organization Collaborating 
Centre for International Drug Monitoring. 
Geneva: World Health Organization; 2002. 
World Health Organization. Safety of 
Medicine. A Guide for Detecting and 
Reporting Adverse Drug Reaction. 
Geneva: World Health Organization; 2002. 
Adithan C. National pharmacovigilance 
programme. Indian J Pharmacol 
2005;37:34. 

Pharmacovigilance programme of India 
2010. CDSCO, Ministry of Health and 
Family Welfare, Government of India; 
2010, Nov. Available from: 
http://www.cdsco.nic.in/pharmacovigilanc 
e. [Last accessed on 2013 Dec 20]. 

Smith CC, Bennett PM, Pearce HM, 
Harrison PI, Reynolds DJ, Aronson JK, et 
al. Adverse drug reactions in a hospital 
general medical unit meriting notification 
to the Committee on Safety of Medicines. 
Br J Clin Pharmacol 1996;42:423-9. 


International Journal of Toxicological and Pharmacological Research 


94 


International Journal of Toxicological and Pharmacological Research 


ISSN: 0975-5160 


11. 


12. 


13. 


14. 


15. 


16. 


17. 


18. 


Verma et al. 


Shirodkar SN. India become seventh 
largest contributor to WHO-UMC’s drug 


safety data base. Available from: 
http://www. pharmabiz.com. [Last 
accessed on 2014 Apr 13]. 

Lopez-Gonzalez ŒE, Herdeiro MT, 
Figueiras A. Determinants of 


under-reporting of adverse drug reactions: 
A systematic review. Drug Saf 
2009;32:19-31. 

Gupta P, Udupa A. Adverse drug reporting 
and pharmacovigilance: Knowledge, 
attitude and perception among resident 
doctors. J Pharm Sci Res 2011;3:1064-6. 
Desai CK, Iyer G, Panchal J, Shah S, 
Dikshit RK. An evaluation of knowledge, 
attitude, and practice of adverse drug 
reaction reporting among prescribers at a 
tertiary care hospital. Perspect Clin Res 
201132:129-36. 

Rehan HS, Vasudev K, Tripathi CD. 
Adverse drug reaction monitoring: 
Knowledge, attitude and practices of 
medical students and prescribers. Natl Med 
J India 2002;15:24-6. 

Vora MB, Paliwal NP, Doshi VG, 
Barvaliya MJ, Tripathi CB. Knowledge of 
adverse drug reactions and 
pharmacovigilance activity among the 
undergraduate students of Gujarat. Int J 
Pharm Sci Res 2012;3:1511-5 

Upadhyaya P, Seth V, Moghe VV, Sharma 
M, Ahmed M. Knowledge of adverse drug 
reaction reporting in first year postgraduate 
doctors in a medical college. Ther Clin 
Risk Manage. 2012;8:307-12. 

Remesh A. Identifying the reasons for 
under reporting of ADR: A cross sectional 


19. 


20. 


21. 


22. 


23. 


24. 


survey. Res J Pharm Biol Chem Sci. 
2012;3:1379-86. 

Khan SA, Goyal C, Chandel N, Rafi M. 
Knowledge, attitude and practice of 
doctors to adverse drug reaction reporting 
in a teaching hospital in India: An 
observational study. J Nat Sci Biol Med. 
2013;4:191- 6. 

Gupta SK, Nayak SP. A questionnaire 
study on the knowledge, attitude, and the 
practice of pharmacovigilance among the 
healthcare professionals in a_ teaching 
hospital in South India:An observational 
study.J Per Cli Research 2015;6(1):45— 52. 
Meher BR, A questionnaire based study to 
assess knowledge, attitude and practice of 
pharmacovigilance among undergraduate 
medical students in a Tertiary Care 
Teaching Hospital of South India. K Per 
Cli Res. 2015;6(4):217-21. 

Pimpalkhute SA, Jaiswal KM, Sontakke 
SD, Bajait CS, Gaikwad A. Evaluation of 
awareness about pharmacovigilance and 
adverse drug reaction monitoring in 
resident doctors of a tertiary care teaching 
hospital. Indian J Med Sci. 2012;66:55-61 
Muraraiah S, Rajarathna K, Sreedhar D, 


Basavalingu D, Jayanthi CR. A 
questionnaire study to assess the 
knowledge, attitude and practice of 


Pharmacovigilance in a paediatric tertiary 
care centre. J Chem Pharm Res. 
2011;3:416-22. 

Desai CK, Iyer G, Panchal J, Shah S, 
Dikshit RK. An evaluation of knowledge, 
attitude, and practice of adverse drug 
reaction reporting among prescribers at a 
tertiary care hospital. Perspect Clin Res. 
2011;2:12 


International Journal of Toxicological and Pharmacological Research 


95 


